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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 01 December 2008 . 
2a )^ This action is FINAL. 2b)\Zl This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 34-37,39,41,43,44 and 71-73 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) |EI Claim(s) 34-37,39,41,43,44 and 71-73 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) IZI The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to tlie drawing(s) be lield in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Receipt of Annendnnents/Rennarl<s filed on December 1 2008 is acl<nowledged. 
Claims 1-33, 38, 40, 42 and 45-70 were/stand cancelled. Claim 34 and 71 were 
amended. Claims 34-37, 39, 41, 43-44, 71-73 are pending. 

Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set presently being applied to the instant 
application. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of tlie invention, and of tlie manner and process of 
mailing and using it, in sucli full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 34-37, 39, 41, 43-44, and 72 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. 

The claim(s) contains subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. Independent claim 34 has been amended to recite the limitation 
"freestanding retention therein indefinitely" in the reply filed on June 6 29 2007. This 
recitation is considered new matter. The applicant has not indicated where support for 
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this amendnnent can be found. Additionally, the examiner cannot ascertain where 
support for this amendment can be found. 



Response to Arguments 

Applicants argue that while the words "freestanding retention therein indefinitely" 
do not appear in haec verba in applicants' speciation, one skilled in the relevant art 
would understand that the written description in applicants' specification conveys this 
substance. Applicants argue that one of relevant skill would understand this as the 
instant specification indicates that the seed is delivered to a precise site in a tissue by 
interstitial delivery 

Applicants' arguments filed December 1 2008 have been fully considered but 
they are not persuasive. 

Firstly, the examiner would like to indicate that the terms "permanently" and 
"indefinitely" have different scopes. Since applicants' have not defined any term in the 
specification, therefore the terms must be given their broadest reasonable 
interpretation. Based on dictionary definitions permanently means that the device is 
never removed (i.e. it is intended to exist forever) where as indefinitely would indicate 
that the device is implanted for an undisclosed amount of time which may or may not be 
a permanent length of time (i.e. lacking precise limits). Based on the different scopes of 
permanently and indefinitely the instant specification does not provide support for 
indefinitely. 
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Based on the dictionary definition of freestanding wliicli means standing or 
operating independently of anytliing else or not attached to or supported by another 
object and applicants arguments that they do have support for interstitial delivery, the 
examiner believes that support for freestanding delivery is found in the instant 
specification. However, the claims remain rejected based on the arguments above 
regarding indefinitely. 

Please note the attached dictionary definitions of the terms from The American 
Heritage Dictionary (2000). 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

The rejection of claims 34-37, 39, 41, 43-44, and 71-73 under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention is withdrawn in light 
of Applicants' amendments filed on December 1 2008 deleting the term substantially 
and to provide. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in tliis or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The rejection of claims 34, 36, and 71 under 35 U.S.C. 1 02(b) as being 
anticipated by Merriam-Webster International Dictionary (1963) is withdrawn in light of 
Applicants' amendments and arguments filed on December 1 2008 amending claim 34 
and 71 by deleting the term to provide. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Applicant Claims 

2. Determining the scope and contents of the prior art. 

3. Ascertaining the differences between the prior art and the claims at issue, 
and resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
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not comnnonly owned at the time a later invention was made in order for tlie examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

The rejection of claims 34-37, 39, 41, 43-44 and 71-73 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Coniglione (US Patent No. 5713828, PTO 
Form 1449) in view of Sioshansi et al. is withdrawn in light of Applicants' arguments 
filed on December 1 2008 and reconsideration of the art as Coniglione teaches that the 
sealing layer prevents escape of the radioactive material, therefore incorporation of a 
protein and a radionucleotide would not be allowed to diffuse out of the hollow seed as 
recited in independent claims 34 and 71 . 

Claims 34-37, 39, 41, 43-44, and 71-73 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Rashid (GB 2243777, PTO Form 1449) in view of 
Sioshansi et al. (US Patent No. 6030333). 

Applicant Claims 

Applicant claims a device consisting of a hollow seed and a therapeutic agent 

comprising a radionuclide and a nucleic acid sequence or a protein or polypeptide. 

Determination of the Scope and Content of the Prior Art 
(MPEP §2141.01) 

Rashid is directed to a device for implantation comprising a chamber containing 
an active ingredient which is released through a capillary bore abstract). The device is 
constructed from a cylindrical tube containing the active ingredient (page 2, last two 
sentences). The length of the device is from 5 to 100 mm (0.2 to 3.9 in) with an external 
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diameter of 1 to 40 mm (0.04 to 1 .6 in) (page 3, 1 -4). Tlie internal diameter is from 0.1 

to 10 mm (0.004 to 0.4 in) (page 4, line 7-8). If required, the open end of the capillary 

tube may be provided with a copy which dissolves away on administration, for example 

formed from a sugar or gelatin (page 5, second paragraph). Figure 1 indicates that 

each end is sealed with a water soluble sugar end cap (page 9, Fig 1 description). It is 

disclosed that the device can be formed of a plastics material, a ceramic material, a 

metal such as stainless steel, or glass, (page 3, lines 4-6). Suitable ceramic materials 

include titanium or its alloys (page 3 line 22). It is disclosed the invention is intended 

for subcutaneous implantation, insertion into body cavities and may also be used for 

oral administration (page 5, second paragraph). The active ingredient may be a 

medicament, a contraceptive, or for prophylactic, diagnostic or nutritional use (page 5, 

last paragraph). Various different actives are listed (page 6-7). 

Ascertainment of the Difference Between Scope the Prior Art and the Claims 
(MPEP §2141.012) 

Rashid does not specify that the active agents are a radionuclide and a nucleic 
acid sequence, protein, or polypeptide. However, this deficiency is cured by Sioshansi 
etal. 

Sioshansi et al. is directed to implantable radiotherapy device. It is disclosed that 
for radiation therapy that a patient is exposed from an external beam or that the 
radioactivity may be incorporated into an implantable device (column 1, lines 36-40). 
Seeds which are utilized to implant the radioactivity are implanted individually at a 
treatment site within and/or around a lesion (column 1 , line lines 61-65). These seeds 
when as radiotherapy devices are discrete, or point, sources of radiation (column 1 , 
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lines 67). It is disclosed that in order to deliver both radiation and non-radiation 

treatments together it may be desirable to apply one more non-radioactive therapeutic 

agents. Therapeutic agents for example biological agents such as proteins and growth 

factors can be included (column 1 1 , lines 56-63). The radiation therapy includes 

radionuclides such as ^^Ca, ^^^Sn, ^^Sr, ^^P, ^^P, ^°^Pd, and ^^^1 (column 1 2, lines 57-61 ). 

Finding of Prima Facie Obviousness Rational and l\^otivation 
(MPEP §2142-2143) 

It would have been obvious to one of ordinary skill in the art to combine the 

teachings of Rashid and Sioshansi et al. and utilize a radionuclide and a protein as the 

active agent. One of ordinary skill in the art would have been motivated to utilize a 

radionuclide and a protein because it is taught in the art that this type of combination is 

useful in various therapies as taught by Sioshansi et al. Further more, the selection of a 

specify drug is considered prima facie obvious depending on the desired 

condition/symptoms to be treated. 

Absent any evidence to the contrary, and based upon the teachings of the prior 
art, there would have been a reasonable expectation of success in practicing the 
instantly claimed invention. Therefore, the invention as a whole would have been prima 
facie obvious to one of ordinary skill in the art at the time the invention was made. 

Regarding the limitation of the seed having openings at each end, the ends of the 
invention of Rashid are open. During the formation they may be capped, if required. 
However, even if they are capped, once they are implanted, the cap dissolves therefore 
at that point the cap no longer exists and the opening are completely open. 
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Regarding tlie claimed dimensions of tlie seed, in tlie case wliere tlie claimed 
ranges "overlap or lie inside ranges disclosed by the prior art" a prima facie case of 
obviousness exists. See MPEP 2144.05 [R-5] 

Response to Arguments 

Applicants argue that (1) the Office action fails to acknowledge that applicants' 
independent claims 34 and 71 recite a drug delivery device consisting of only the recited 
elements which follow and therefore the recitation of a capillary bore recited by Rashid 
is excluded. Applicants argue that (2) in Office action indicates that Sioshansi is 
directed to implantable seeds however, Sioshansi as argued by applicants is not 
directed to implantable seeds but devices for rendering seeds obsolete. Applicants 
argue that Sioshansi is not for the controlled diffusion of the therapeutic agent which 
comprises the claimed combination of therapeutic agents. Applicants' argue that (3) the 
cited prior art does not teach controlled delivery of the active. 

Applicants' arguments filed December 1 2008 have been fully considered but 
they are not persuasive. 

Regarding applicants' first argument, the examiner acknowledges applicants' 
claim language of consisting of. However, the claims as currently written state that "a 
drug delivery device consisting of a hollow seed. ..said hollow seed containing...". 
Therefore, the drug delivery device can consist only of a hollow seed however, the claim 
langue of containing which is synonymous with comprising (Note: IVIPEP 2111 .02) 
would allow for other things to be present in or coated on the hollow seed. 
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Regarding applicants' second argument, tlie examiner did not state tliat 
Siosliansi is directed to implantable seeds. The examiner indicated that Sioshansi is 
directed to an implantable device and that seeds are taught as one device utilized to 
implant radioactivity. The difference between the instant invention and that of Rashid is 
that Rashid does not explicitly teach the same claimed combination of active 
ingredients. However, Rashid do teach that the device can be utilized to deliver active 
ingredients. Shoshoni is relied upon to show that for radiotherapy treatment implantable 
therapeutic agents that are useful include a combination of both radiation and non- 
radiation treatments. Non-radiation treatments taught include proteins and radiation 
treatments include radionucleotides. Therefore, it would have been obvious to one of 
ordinary skill in the art to utilize the non-radiation and radiation treatments taught by 
Sioshansi in the delivery device of Rashid when desiring a device for radiotherapy. 

Regarding applicants' third argument, Rashid is directed to a sustained release 
device as evidenced by the title and disclosure. A sustained release device 
encompasses controlled release. 

Therefore, the rejection is maintained since applicant has not provided any 
persuasive arguments to overcome the rejection. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 
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A shortened statutory period for reply to tin is final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ABIGAIL FISHER whose telephone number is (571 )270- 
3502. The examiner can normally be reached on M-Th 9am-6pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding tlie status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Abigail Fisher 
Examiner 
Art Unit 1616 

AF 

/Mina Haghighatian/ 
Primary Examiner, Art Unit 1616 



